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PROTOCOL AMENDMENT NO 1 – SUMMARY OF CHANGES

Changes and Reasons Sections Affected



SYNOPSIS

Title of the Study

Study Objectives
Primary Objective

Secondary Objective

Study Design

In-house Stay

Pharmacokinetic Sampling Times

Blood Volume



Study Population

Inclusion Criteria

In this study the concomitant use of hormonal contraceptives is NOT allowed.

Exclusion Criteria

In this study the concomitant use of hormonal contraceptives is NOT allowed.







Sample Size

Pharmacokinetic Parameters
Primary PK Parameters for Haloperidol: 

Secondary PK Parameters for Haloperidol: 

Safety Variables

Statistical Analysis
Pharmacokinetic population: 

Safety population:
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Study Staff and Other Services

Study Center
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Sponsor Contact Person 

Monitor 
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5.2. Clinical Pharmacokinetics

Absorption: 



Distribution:

Metabolism: 

in vitro



Elimination:
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Figure 7-1 Study Flow Chart



Table 7-1 Schedule of Study Assessments

Assessment Screening Admission Treatment 
Period 1

Interim 
Safety 
Visit1 

Admission Treatment 
Period 2

Post-study 
Visit2



Screening only:
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7.2.7. Post-study Evaluations 

7.2.8. Sampling, Interim Handling and Storage 









ad libitum
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In this study the concomitant use of hormonal contraceptives is NOT 

allowed. 



7.3.2. Exclusion Criteria

In this study the concomitant use of hormonal contraceptives is NOT allowed. 
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8.7. Selection and Timing of Dose for Each Subject
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8.9. Prior and Concomitant Medication 

Hypericum perforatum

In this study the concomitant use of hormonal contraceptives is NOT allowed.   
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Life-threatening in this context refers to a reaction in which the subject was at risk of death at the time of the 
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Mild: 

Moderate:

Severe:
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Reasonable Possibility: 

No Reasonable Possibility:
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any
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Sponsor Contact Person 
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Food Amount
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(Full names and surname / Volle name en van)
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